DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard

Baltimore, Maryland 21244-1850 CENTERS for MEDICARE & MEDICAID SERVICES

Tracking Form for Applicants for New Technology Add-on Payments under
the Acute Inpatient Prospective Payment System (IPPS)

1. Technology Name: human B-type natriuretic peptide (hnBNP)
2. Manufacturer Name: Scios

3. Trade Brand of Technology: Natrecor®

4. Brief Description of Service or Device:

Natrecor” is indicated for the intravenous treatment of patients with acutely
decompensated congestive heart failure (CHF) who have dyspnea at rest or with
minimal activity. The product was FDA approved for the treatment of acute
congestive heart failure on August 10, 2001.

It is a member of a new class of drugs, human B-type natriuretic peptide (hBNP),
and is manufactured from E. coli using recombinant DNA technology. It binds to
the particulate guanylate cyclase receptor of vascular smooth muscle and
endothelial cells, leading to increased intracellular concentrations of guanosine 3°5’-
cyclic monophosphate (¢cGMP) and smooth muscle cell relaxation. Cyclic GMP
serves as a second messenger to dilate veins and arteries.

The recommended dose of Natrecor® is an IV bolus of 2 ug/kg followed by a
continuous infusion at a dose of 0.01 pg/kg/min. Natrecor® is supplied as a sterile
lyophilized powder in 1.5 mg single-use vials.

New Criteria

Note: To qualify for a new technology add-on payment, the technology or service must not be
reflected in the data used to establish the diagnosis related groups (DRGs).

5. Date of Food and Drug Administration (FDA) approval (or expected approval) for the
device or service:

Natrecor® received FDA approval on August 10, 2001. The first commercial
shipments of Natrecor® were released on August 15, 2001.

6. Does the technology have an International Classification of Diseases, Ninth Revision,
Clinical Modification (ICD-9-CM) procedure code(s) or is an application pending?

(For the complete application requirements, please see the instructions at 1
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The drug has an International Classification of Diseases, Ninth Revision, Clinical
Modification (ICD-9-CM) procedure code.

a. Ifyes, please provide the ICD-9-CM procedure code(s) used to identify the clinical
procedure(s) with which the medical service and technology is used.

Effective October 1, 2002, infusion of Natrecor® was assigned a unique ICD-9-
CM procedure code: 00.13—Injection or infusion of nesiritide.

b. If there is no existing ICD-9-CM code that captures this new technology,
please indicate whether you will be applying for a new code. (Refer to
http://www.cms.hhs.gov/paymentsystems/icd9 for more information.)

7. Have you submitted an application for outpatient pass-through payments under the
Medicare outpatient prospective payment system? If so, please provide the tracking
number or, if it was approved, please provide the date of approval. (Please refer to
http://cms.hhs.gov/providers/hopps/apc.asp for more information.)

Effective April 1,2002 CMS granted Natrecor® pass-through status through the use
of a temporary code—C9114---nesiritide, per 1.5 mg vial. Effective January 1, 2003,
CMS granted Natrecor® a permanent HCPCS code (J2324—Injection, nesiritide,
0.5mg) which replaced temporary code C9114. This code maps to APC 9114.

Cost Criteria

Note: To qualify for a new technology add-on payment, the technology or service must result in
average charges for cases using the technology in excess of 75 percent of one standard deviation
above the average charges for the DRG(s) to which the technology or service is assigned.

Provide the following information to demonstrate the technology or service meets the criterion.

8. What is the anticipated average standardized charge per case involving this new
technology? For details how to standardize charges please refer to the technical appendix
of the application form.

Proprietary information provided in application to CMS.

9. What is the total estimated cost per case for the service or technology (this will include all
costs involved in the case, including the cost of the service or device)? What is the cost of
the technology per patient? Please provide a breakdown how the cost of the technology is

calculated (i.e. Drugs- Average dosage or number of units per patient (ml/kg/hr); Devices-
breakdown of the cost of all components used in the new technology).

Proprietary information provided in application to CMS.
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10. List the diagnosis-related groups (DRGs) to which cases involving this new technology
will most likely be assigned. (see below)

11. What is the anticipated volume of Medicare cases involving of this technology (by

DRG)?

Based on the Premier database, there are approximately 154 DRGs affected by the
Natrecor technology. Approximately 48 percent of the cases were assigned to DRG
127. Roughly 71 percent of the cases were assigned to seven DRGs: 127, 121, 124,

89, 475, 123, 483 and 107. (See table below).

DRG DRG Title Medicare % of all
Patient cases with
Count known
DRG
127 Heart failure and shock 2374 48%
121 Circulatory disorders with acute myocardial 380 8%
infarction and major complications discharged
alive
124 Circulatory disorders except acute myocardial 225 5%
infarction, with cardiac catheterization and
complex diagnosis
89 Simple pneumonia and pleurisy, age greater 145 3%
than 17 with CC
475 Respiratory system diagnosis with ventilator 144 3%
support
123 Circulatory disorders with acute myocardial 101 2%
infarction, expired
483 Tracheostomy except for face, mouth and neck 100 2%
diagnoses
107 Coronary bypass with cardiac catheterization 78 2%
Multiple | 147 other DRGs (each less than or equal to 1448 29%
1%)

Clinical Improvement

Note: To qualify for a new technology add-on payment, the technology or service must represent
a substantial clinical improvement over existing technologies or services

12. Please provide a short synopsis of the following clinical issues added to the new
technology. Use the regular application to submit full details.

a. Briefly describe how the new service or technology represents a substantial
clinical improvement over existing services or technologies:

(For the complete application requirements, please see the instructions at
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Natrecor is a substantive leap forward in the management of acute heart failure.
Natrecor offers: a) novel clinical effects not achieved by any other acute CHF
treatment; b) reduced complications compared to current acute CHF
treatments; and, ¢) improved clinical outcomes compared to current acute CHF
treatments. Details regarding these benefits are reviewed in the attachments
that accompany the application to CMS.
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